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Office Action Summary 



Application No. 
09/622,146 



Applicant(s) 



Barbucci et al. 



Examiner 



Rabon Sergent 



Art Unit 

1711 




The MAIUNG DATE of tnis comm unication appears on the cover sheet with the correspondence address ~ 

T?h?rS2d STATUTORY PERIOD FOR REPLY ,S SET TO EXPIRE _J^_ MONTH(S) FROM 

t ^'i g « ... — 

mailing date of this commutation. ^ statutory minimum of thirty (30) days will be considered timely. 

. If the period for reply specif »d above b less than th,rty (30,, days^ ^ «"»» * from the mailing date of this communication. 

- ,f NO period for reply is specified ^^J~^T^^ ^^^ to become ABANDONED .35 U.8.C. i 1 33). 
: ^V^XZ^^Z ^ rSr't^lXdate of t^— ion. even . *n* ** reduce any 

earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 ) 53 Responsive to communication(s) filed on Jun 24, 2002 _ 

2a) » This action is FINAL. 2b) □ This action is non-final. 

3) D Since this application is in condition for allowance ™^ £ ^ * 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1, 453 o.fc. J. 

Disposition of Claims 

is/are pending in the application. 

4) 53 Claim(s) 1-19 . ■ 



4a) Of the above, claim (s) 
5)D Claim(s) 



6) S3 Claim(s) 1-19 

7) D Claim(s) 

8) □ Claims 



is/are withdrawn from consideration. 

is/are allowed. 

is/are rejected. 

is/are objected to. 



are subject to restriction and/or election requirement. 



Application Papers 

9)D The specification is objected to by the Examiner 

10)D The drawing(s) filed on 



is/are a) □ accepted or b)D objected to by the Examiner. 



Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a) 
Applicant y approved b)D disapproved by the Examiner 

1 1 )□ The proposed drawing correction filed on »s. an-i *w v 

If approved, corrected drawings are required in reply to this Office action. 
1 2)D The oath or declaration is objected to by the Examiner. 
PHnritv under 35 U.S.C. §§ 119 and 120 

1 m Aclwiedgement is made of a c.aim for foreign priority under 35 U.S.C. i 1 1 9(a)-«d, or (f ). 
a)K Ail b)D Some* c)D None of: 

1 . □ Certified copies of the priority documents have been received. 

2 □ Certified copies of the priority documents have been received in Application No. 

3. B Copies of the certified copies of the .priori* docum n t > have been received in this National Stage 
application from the International Bureau (PCT Rule l7.^(a,). 
•See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 
a) □ The translation of the foreign language provisional application has been received. 

15) D Acknowledgement is made of a c.aim for domestic priority under 35 U.S.C. §§120 and/or 121. 

TnZ! olerance, «- (PTO-SS, *> □ ~ «™» *~ ^ 

_ . d ' aj /prn QAQi 5) □ Notice of Informal Patent Application (PT0-1 52) 

2) □ Notice of Draftsperson's Patent Draw.ng Review (PT0-948) »l LJ ™ 

3) $ Information Disclosure Statement(s) (PTO-1449) Paper No(s). JL_ 6 > □ ™™> 
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1. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 

rejections set forth in this Office action: 

<ri A oatent may not be obtained though the invention is not identically disclosed or described as set forth in section 
102 o SKSi differences between the subject matter sought to be patented and the pnor art are such that the 
ubi£t ^ a whole would have been obvious at the time the invention was made to a person havng ordmary 
sSt tS to whth said subject matter pertains. Patentability shall not be negatived by the manner m wh.ch the 

invention was made. 

This application currently names joint inventors. In considering patentability of the claims 
under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various claims was 
commonly owned at the time any inventions covered therein were made absent any evidence to the 
contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out the inventor and 
invention dates of each claim that was not commonly owned at the time a later invention was made in 
order for the examiner to consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 
102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

2. Claims 1-19 are rejected under 35 U.S.C. 103(a) as being unpatentable over Balazs et al. 
('865) in view of WO 95/25751 and Halpern et al. ('114). 

Balazs et al. disclose the covalent bonding of hyaluronic acid to polyurethane and the use of 
such materials in medical applications. See example 3. 

3. Balazs et al. are silent regarding the sulphate modification of the hyaluronic acid component; 
however, sulphated hyaluronic acids and their use with polyurethanes and within medical applications 
was known in the art at the time of invention. This position is supported by 
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the teachings of WO 95/25751. See entire document and especially line 20 of page 28. Furthermore, 
the covalent bonding of polysaccharides, including sulphate containing polysaccharides, to substrates, 
including isocyanate group containing substrates, to produce medical articles was known at the time of 
invention. See abstract; figures; and column 4, lines 20+ within Halpern et al. 

4. In view of the teachings within Halpern et al. regarding the bonding of sulphate 
polysaccharides to isocyanate containing substrates, the position is taken that it would have been 
obvious to utilize the sulphated hyaluronic acids of WO 95/25751 as the hyaluronic acid component of 
Balazs et al., so as to arrive at the instant invention. 

5. The examiner has considered applicants' arguments of September 10, 2001 . Applicants have 
argued, firstly, that Balazs et al fail to disclose covalently bound hyaluronic acid. However, this 
argument is flawed; Balazs et al. clearly disclose the covalent bonding of hyaluronic acid to 
polyurethane within example 3. Secondly, applicants have argued that it could not have been 
predicted that sulphated hyaluronic derivatives would retain their anti-coagulant properties if they 
were covalently bound to a polyurethane. In response, obviousness does not require absolute 
predictability. In re Miegel, 159 USPQ 716. In the instant case, Halpern et al. disclose the covalent 
bonding of sulphated polysaccharides to substrates, including isocyanate containing substrates, 
wherein the sulphated polysaccharides have similar utilities and structures to the sulphated hyaluronic 
acids of WO 95/2575 1 . Since sulphated compounds were used within 
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Halpem et al., one would have reasonably expected that analogous compounds, such as the sulphated 
hyaluronic acids of WO 95/25751, could also be covalently bound without losing the advantages 
conveyed by the sulphate groups. Applicants have provided no evidence that one of ordinary skill 
would have expected that sulphated hyaluronic acids, when covalently bound, would lose the 
characteristics attributable to the sulphate groups. Lastly, the position is taken that the substrates of 
Halpern et al. are comparable to polyurethanes, if not actually met by polyurethanes, given the use of 
the isocyanate compounds. Isocyanates are a key component within urethane chemistry. 
6. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time policy as 

set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE MONTHS 
from the mailing date of this action. In the event a first reply is filed within TWO MONTHS of the 
mailing date of this final action and the advisory action is not mailed until after the end of the 
THREE-MONTH shortened statutory period, then the shortened statutory period will expire on the 
date the advisory action is mailed, and any extension fee pursuant to 37 CFR 1.136(a) will be 
calculated from the mailing date of the advisory action. In no event, however, will the statutory period 
for reply expire later than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication should be directed to R. Sergent at telephone 
number (703) 308-2982. . 

R. Sergent PRIMARY EXAMINER 

September 3, 2002 



